
Centocor

September 27, 1999

Dockets Management Branch (HFA-305)
Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville, MD 20852

Gentlemen:

Re: Docket No. 99D-2096

Centocor is a company significantly involved in the development, manufacture and sale
of monoclonal antibodies. As such we have a significant interest in the draft “Guidance
for Industry: Interpreting Sameness of Monoclonal  Antibody Products Under the Orphan
Drug Regulations.”

We have carefully reviewed the draft and have no suggestions for changes. The
definition of %ameness” based on the complementarity determining regions as the
principal structural feature of the antibody molecule provides reasonable protection of
orphan drugs and has a sound scientific basis.

Martin Page
Senior Vice President
Worldwide Regulatory Affairs
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